Microsoft Excel, Version 97 SR-2 


Covance 7209-105 


Validation of a Method for the Determination of Acetonitrile in Human Exhalate Using Thermal Desorption GC-NPD 


■Sample 

Identification 

Replicate 

Concentration 

(PK/niL) 

Concentration 

Added 

(pg/mL) 

Medium QC jO.Opg/mL 

1 

22.6 

30.0 


2 

28.9 

30.0 


3 

34.7 

30.0 


4 

26.7 

30.0 


5 

54.6 

30.0 


6 

35.6 

30.0 

I-ligli QC OO.Opg^'mL 

I 

49.0 

60.0 


2 

57.0 

60.0 


3 

57.8 

60.0 


4 

54.5 

60.0 


5 

56.6 

60.0 


6 

60-3 

60.0 


Percent 

Recovery 

(%) 

Mean 

(%) 

Standard 

Deviation 

(%) 

Relative 

Standard 

Devialion 

(%) 

Reference 

Page(s) 

75.3 

96.3 

116 

89.0 

115 

97.5 

13.49 

13,8 

VI 

its 

81.7 

102 

17.7 

174 

med cone 

95.0 

96.3 

90.8 

94.3 

101 

93.2 

6.53 

7.01 

high cone 


Standards 


0.200pg,'ml. 6-0432-lG 

1 

0.212 

0.200 

106 

0.200pg.'raL6-0432-lG 

2 

0.174 

0.200 

87.0 

I.OnpglmLO-0432-lF 

1 


1.00 


J.O0pg/niL6-O432-ll- 

2 

1.09 

1.00 

109 

S.OOpg/ml. 6-0432-1E 

1 


5.00 


20.0pg/iTiL 6-0432-ID 

1 


20,0 


20.0pg/mL 6-0432-ID 

2 

19.2 

20.0 

96.0 

50.0ps/mL6-0432-lC 

i 

52.2 

50,0 

104 

8O.0pg/mL 6-0432-lB 

1 

76.9 

80,0 

96.1 

100ng/mL6-0432-IA 

1 

102 

100 

102 



too 7.5 


7.50 VI 


Analyst._ 

QC val exlialale.xls, ACN_ATD_0_0 

10:10 PM 9120/01 Reviewed by; 


PM3006635895 


Source; https://www.industrydocuments.ucsf.edu/docs/qpcj0001 


Microsoft Excel, Version 97 SR-2 


Covance 7209-105 


Validation of a Method for Ihc Determination of Acetonitrile in Human Exhalate Using Thermal Desorption with GC-NPO 


Sample 

Identification 

Replicate 

Concemiation 

(pg/mL) 

Corrected 

Concentration 

(pg/ml.)’ 

Concentration 

Added 

(pg/mL) 

Percent 

Recovery 

{%) 

Mean 

(%) 

Standard 

Deviation 

(%) 

Relative 

Standard 

Deviation 

(%) 

Reference 

Pagefs) 

LLOQ QC 0,200tig/mL 

1 

0.204 


0 204 

0.200 

102 

99.0 

5,40 

5.45 

VI 


2 

0210 


0.210 

0200 

105 






3 

0.186 

a 

0.186 

0.200 

93.0 






4 

0.198 

a 

0 198 

0.200 

99.0 






S 

0.184 

a 

0 184 

0.200 

92.0 






& 

0.206 


0,206 

0.200 

103 






Low QC 0.600pg/inL 

1 

0.562 

0552 

0.600 

93.7 

101 

16.8 

16.6 

VI 


2 

0.443 

0,443 

0.600 

73 8 






3 

0.734 

0 734 

0600 

122 






4 

0.682 

0 682 

0,600 

114 






5 

0.614 

0.614 

0600 

102 






6 

0616 

0 616 

0600 

103 






Medium QC BO.OpgCmL 

1 

22.6 

22 6 

30.0 

75.3 

102 

17.7 

MA 

VI 


2 

28.9 

28.9 

30.0 

96.3 






3 

34,7 

34.7 

.300 

116 






4 

26.7 

26.7 

30.0 

89.0 






S 

34.6 

34.6 

300 

115 






6 

35.6 

35,6 

300 

IIP 






High QC eO.Oug/rnL 

1 

49,0 

49.0 

60.0 

81.7 

93.2 

6.53 

701 

Y1 


2 

57,0 

57.0 

60.0 

95.0 






3 

57.8 

57,8 

600 

96.3 






4 

545 

54.5 

60.0 

90.8 






5 

56.6 

56.6 

60.0 

94,3 






6 

60.3 

60.3 

60 0 

lOI 






NA Not applicable. 

a This value was extrapolated below the standard curve. 

a Cortcemration is Corrected for mean level detected in the blood matrix blank (0.0836 pg/mL, and 0.229 pg/mL, respectively). 


Analyst;_ 

QC val exhalate.xls, 4level QC Val 

10:10 PM 9/20/01 Reviewed by; 


PM3006635896 


Source; https://www.industrydocuments.ucsf.edu/docs/qpcj0001 



Microsoft Excel, Version 97 SR-2 


Covance 7209-105 


Validation of a Method for the Determination of Acetonitrile 

Corrected 

Sample Concentration Concentration 

Identification Replicate (Mfi/niL) (|ifi/mL)* 

in Human Exhalate Using TlienTial Desorption with GC-NPD 

Concentration Percent Standard 

Added Recovery Mean Deviation 

(Ug/mL) {%) (%) (%) 

Relative 

Standard 

Deviation 

(%) 

Reference 

Page(,5) 

LLOQQC 0.200pg/mL 

1 

0.204 


0.204 

0.200 

102 

99.0 

5.40 

5.45 

VI 


2 

0.210 


0.210 

0.200 

105 






3 

0.186 

a 

0.186 

0.200 

93.0 






4 

0 198 

a 

0.198 

0-200 

99.0 






5 

0 184 

a 

0-184 

0.200 

92,0 






6 

0,206 


0,206 

0.200 

103 





LLOQQC 7.50pg/iTiL 

1 

5.92 


S.92 

7.50 

78.9 

80.9 

4.74 

5.86 

V! 


2 

5.43 


5.43 

7.50 

72.4 






3 

6.23 


6.23 

7.50 

83.1 






4 

6.30 


6.30 

7.50 

84.0 






5 

6.11 


6 11 

7.50 

81.5 






6 

6.41 


6 41 

7.50 

85,5 





Low QC O.bOOug/itiL 

1 

0.562 


0.562 

0.600 

93 7 

101 

16 8 

16.6 

VI 


2 

0.443 


0.443 

0.600 

73.8 






3 

0.734 


0 734 

0.600 

122 






4 

0.682 


0.632 

0.600 

114 






5 

0.514 


0 614 

0.600 

102 






6 

0.616 


0.616 

0.600 

103 





Medium QC 30.0ng/lTiL 

1 

22.6 


22.6 

30,0 

75 3 

102 

17.7 

174 

VI 


2 

28-9 


28.9 

30.0 

96.3 






3 

34.7 


34.7 

30 0 

116 






4 

26.7 


26.7 

30.0 

890 






5 

34.6 


34.6 

30.0 

115 






6 

35.6 


35.6 

30.0 

119 





High QC 60.0|tg/mL 

1 

49.0 


49,0 

60.0 

81.7 

93.2 

6,53 

701 

VI 


2 

57.0 


57.0 

60 0 

95.0 






3 

57.8 


57.8 

60.0 

96 3 






4 

54.5 


54,5 

60.0 

90.8 






5 

56.6 


56.6 

60,0 

94 3 






6 

60.3 


60.3 

60.0 

lOt 






NA Not applicable, 

a This value was extrapolated below the standard curve. 

a Concentration is corrected for mean level detected in the blood matrix blank (0.0836 pg/mL, and 0.229 ng/mL, respectively). 


QC val exhalate.xls, 4level QC Val (newLLOQ) 
10:10 PM 9/20/01 


PM3006635897 


Analyst:_ 

Reviewed by: 


Source; https://www.industrydocuments.ucsf.edu/docs/qpcj0001 



Microsoft Excel, Version 97 SR-2 


Covance 7209-105 


Validation of a Method for the Determination of Acetonitrile in Human Exhalate Using Thermal Desorption with GC-NPD 


Sample 

Identification 

Replicate 

Concentration 

(pg/mL) 

Concentration 

Added 

(pg/mL) 

Ll.OQ QC 7.50pg/mL 

1 

5.92 

7.50 


2 

5.43 

7.50 


3 

6.23 

7.50 


4 

6.30 

7.50 


5 

6.11 

7.50 


6 

6.41 

7.50 


Percent 

Recovery 

(%) 

Mean 

(%) 

Standard 

Deviation 

(%) 

Relative 

Standard 

Deviation 

(%) 

Reference 

Page(s) 

78.9 

80.9 

4.74 

5.86 

VI 


72.4 
83.1 
84.0 

81.5 
85.3 


6.07 0.3.54 5.83 

0.145 SEE 


NA Not applicable. 


Analyst:_ 

QC val exhalate.xls, QC Val (newLLOQ) 

10:10 PM 9/20/01 Reviewed by; 


PM3006635898 


Source; https://www.industrydocuments.ucsf.edu/docs/qpcj0001 



MicrosoA F)icel, Version 97 SR-2 


Cpvanee 7209-103 


Validation of a Method for the Determination of Acetonitrile in Human Exhalale Using Tliermal Desorption with GC-NPD 


Sample 

IdcntiEcaticn 

Dasiine 
Position 
vs. Peak 

Replicate 

Area 

Mean 

Area 

Standard 

Deviation 

Relative 

Standard 

Deviation 

Reference 

Page(s) 

0.0300Mg/mL 6-0432-lH 

Before 

1 

734 

719 

162.8 

22-6 

VI0 


After 


636 





t).0300ng/inL G-0432.1H 

Before 

2 

905 

3X Std Dev = 

488.4 


VIO 


After 


552 

lOX Std Dev = 

1628 



0,0.300n^niL 6-0432-1H 

Before 

3 

972 




VIO 


After 


908 





0.0300^g/jnL 6-0432-IH 

Before 

4 

716 




VIO 


After 


683 





0.0300M&''inL 6-0432-1H 

Before 

5 

838 




VIO 


After 


697 





0.0300^i&/iiiL 6-0432-lH 

Before 

6 

449 




VIO 


After 


536 






0.0300ng/inL 6-0432-lH 

Actual Peak 

1 

51262 5385S 

V3/V10 

0.0300jig/mL 6-0432-JTI 

Actual Peak 

2 

54321 

V3/VJ0 

0 0300piVinL 6-0432-111 

Actual Peak 

3 

53544 

V4/'VlO 

0.t)300^g/mL6-0432.IH 

Actual Peak 

4 

58933 

v4/via 

0.0300ug/iiiL 6-0432-111 

Aciiial Peak 

5 

50393 

V5/V10 

0,0300M£/mL 6-0432-lH 

Actual Peak 

6 

54679 

V5/VK) 


LOD = 0.000272 

LLOQ = 0.000907 


a LOD - ((0 0300 / Mean area) x 3X Std Dev), 

b LLOQ = ((0.0300 <}ie/mL)/Mean area) X lOX Std Dev). 


OC val exbalate.xls. LLOQ.LOD area 
10:10 PM 9/20/01 


PM3006635899 


Analyst:_ 

Reviewed by; 


Source; https://www.industrydocuments.ucsf.edu/docs/qpcj0001 



Microsoft Excel, Version 97 SR-2 


Covancc 7209-103 


VaHdaiJon of a Method for the Determination of Acetonitrile in Human Exlialale Using Tliermal Desorption with GC-NPD 


Relative 


Relative 


Mean Standard Standard 


Sample 

Identification 

Covance 
Log Number 

Retention 

Time 

Retention 

Time 

Standard 

Deviation 

Deviation 

m 

Respoiise 

(Area) 

Mean 

Area 

Standard 

Deviation 

Deviation 

i%) 

Reference 

Pagefsl 

50.0pg''mL 6-0432-lC 

Standard 

6.83 

7.03 

0.132 

1.880 

551493 

285873 

184540,3 

64,6 

VI 

50.0Mg/niL 6*0432-lC 

Standard 









V2 

50.0ng/mL 6-0432-lC 

Slartdard 









V3 

50.0|ig/tnL 6-0432-lC 

Standard 









V3 

50.0pfi/iTiL 6-0432-1C 

Standard 









V5 

50.0pg/mL6-0432-K: 

Standard 









V6 

50.0Mg/mL 6-0432-1C 

Standard 









V6 

SO.Opgf'mL 6-0432-1C 

Standard 

7.08 




252991 




V7 

SO Opg/mL 6-0432-lC 

Standard 

7.10 




127993 




VS 

50.flpg/TTir.6-0432-]C 

Standard 

7.ICI 




211013 




Y8 

SO.Ong/rnL 6-0432-1C 

Standard 









V9 

SO.Opg/mL 6-0432-lC 

Standard 









V9 


Analyst:_ 

QC val cxhalatc.xlSy System suit,ruggedness 

10:10 PM 9/20/01 Reviewed hy: 


PM3006635900 


Source; https://www.industrydocuments.ucsf.edu/docs/qpcj0001 



Microsoft Excel, Version 97 SR-2 


Covance 7209-103 


Validation of a Method for the Determination of Acetonitrile in Human Exhalate Using Thermal Desorption with GC-NPD 


Concentration 


Sample 

Identification 

Replicate 

Coneentration 

(pg/mL) 

Added 

(pg/ml.) 

Cow QC 0,0900pg/mL 

1 

0.0924 

0.0900 


2 

0.092S 

0.0900 


3 

0.0901 

0.0900 


Medium QC l.SOp^mL 

1 

1.56 

1.50 


2 

1.41 

1.50 


3 

1.19 

1.50 


High QC 4.00pg/inL 

1 

4 31 

4.00 


2 

3.92 

4.00 


3 

4 64 

4.00 


Relative 


Percent 

Recovery 

(%) 

Mean 

(%1 

Standard 

Deviation 

(%) 

Standard 

Deviation 

(%) 

Reference 
Paget .s) 

103 

103 

100 

102 

1.7 

1,67 

V2 

104 

94.0 

79.3 

92.4 

12.42 

13,4 

V4 

108 

107 

9.0 

8.41 

V2 


98.0 

116 


NA Not applicable. 


QC va! exhalate.xls. Recovery Ref 0.9% 
10;10 PM 9/20/01 


PM3006635901 


Analyst:_ 

Reviewed by: 


Source; https://www.industrydocuments.ucsf.edu/docs/qpcj0001 



Microsoft Excel, Version 97 SR-2 


Covance 7209-105 


V alidation of a Method for the Determination of Acetonitrile in Human Exhalate Using Thermal Desorption with GC-NPD 


Concentration 

Sample Concentration Added 

Identification _ Replicate (pg/inL) _(pg/ml.) 





Relative 

Percent 


Standard 

Standard 

Recovery 

Mean 

Deviation 

Deviation Reference 

(%) 

(%) 

(%) 

(%) Pagc(s) 


Low QC (),l)900pgimL-24/RT 1 

2 

3 

4 

5 

6 


High QC 4.00p&'mL-24/RT 1 

2 

3 

4 

5 

6 


0.465 

0.600 

77.5 

0.474 

0.600 

79.0 

0.469 

0.600 

78.2 

0.521 

0.600 

86.8 

0.498 

0.600 

83.0 

0.499 

0.600 

83.2 


35.8 

60 0 

59.7 

38.9 

60.0 

64.8 

39 8 

60.0 

66.3 

40.2 

60.0 

67.0 

42.6 

60.0 

71.0 

43.1 

60,0 

71.8 


81.3 3.64 4.48 V3 


66.8 4.41 6.60 V3 


NA Not applicable. 


Analyst:_ 

QC val cxhalate.xls, Stability(RT) 

10:10 PM 9/20/01 Reviewed by: 


PM3006635902 


Source; https://www.industrydocuments.ucsf.edu/docs/qpcj0001 



Microsoft Excel. Version 97 SR-2 


Covance 7209-105 


V alidation of a Method for the Determination of Acetonitrile in Human Exhalate Using Thermal Desorption with (jC-NPD 


Sample 

Identification 

Replicate 

Concentration 

(pg/mL) 

Concentration 

Added 

(pg/mL) 

Percent 

Recovery 

(%) 

Mean 

(%) 

Standard 

Deviation 

(%) 

Relative 

Standard 

Deviation 

(%) 

Reference 

Pagc(s) 

Low QC 0,0900pg/mL-24/RT 

1 

0.309 

0.600 

51.5 

67.2 

8.70 

12.90 

V3 


2 

0.383 

0.600 

63,8 






3 

0.427 

0.600 

71.2 






4 

0.411 

0.600 

68,5 






5 

0-433 

0.600 

72.2 






6 

0.456 

0.600 

76.0 






High QC 4.00pg/mL-24/RT 

1 

42.7 

60.0 

71.2 

83.5 

8.15 

9.76 

V3 


2 

47.5 

60.0 

79.2 






3 

48.8 

60.0 

81 3 






4 

52.3 

60.0 

87 2 






5 

52.5 

60.0 

87 5 






6 

56 9 

60.0 

94.8 






NA Not applicable. 


Analyst:_ 

QC vai exhalalc.xls, Stability(RT) (2) 

10:10 PM9/20/01 Reviewcdby: 


PM3006635903 


Source; https://www.industrydocuments.ucsf.edu/docs/qpcj0001 



Microsoft Excel, Version 97 SR-2 


Covance 7209-105 


Validation of a Method for the Determination of Acetonitrile in Human Exhalate Using Thermal Desorption with GC-NPD 


Sample 

Concentralion 

Concentration 

Added 

Percent 

Recovery 

Mean 

Standard 

Deviation 

Relative 

Standard 

Deviation 

Reference 

Identification 

Replicate (pg/mL) 

(pg/mL) 

(%) 

(%) 

(%) 

(%) 

Page(s) 


LowQC 15.0pg/niL-24/RT 


High QC 60.0pg/mL-24/RT 


1 

15.4 

15.0 

103 

2 

14.1 

15.0 

94.0 

3 

15.4 

15.0 

103 

4 

157 

15.0 

105 

5 

14.9 

15.0 

99.3 

6 

16.0 

15.0 

107 


1 

48.1 

600 

80,2 

2 

55.4 

600 

92.3 

3 

52.0 

60.0 

86 7 

4 

58.2 

60.0 

97,0 

5 

59.9 

60,0 

99.8 

6 

6! 4 

60.0 

102 


102 4.6 4.51 V3 


93.0 8 33 8.96 V3 


NA Not applicable, 


Analyst:_ 

OC val exhalate xls, StabilityfRT) (3) 

10:10 PM 9/20/01 Reviewed by: 


PM3006635904 


Source; https://www.industrydocuments.ucsf.edu/docs/qpcj0001 



Microsoft Excel, Version 97 SR-2 


Covance 7209-105 


Validation of a Method for the Determination of Acetonitrile in Human Exhalate Using Thermal Desorption with GC-NPD 


Sample 

Concentration 

ConcenlTation 

Added 

Percent 

Recovery 

Mean 

Standard 

Deviation 

Relative 

Standard 

Deviation 

Reference 

Identification 

Replicate (p^mL) 

(pg/mL) 

(%) 

(%) 

(%) 

(%) 

Page(s) 


Low QC 15.0pg/niJ^-24/REF 1 

2 

3 

4 

5 

6 


High QC 60.0jig/mI,-24/R£f I 

2 

3 

4 

5 

6 


17.3 

15.0 

115 

16.7 

15.0 

111 

17.5 

15.0 

117 

14.8 

15.0 

98.7 

13.8 

15.0 

92.0 

17.1 

15.0 

114 


49.7 

60.0 

82.8 

47.8 

60.0 

79.7 

46.8 

60.0 

78.0 

53.4 

60.0 

89.0 

52.0 

600 

86.7 

54.0 

60,0 

90.0 


108 10.2 9.44 V3 


84.4 4.97 5.89 V3 


NA Not applicable. 


Analyst:_ 

QC vai exhalale.xls. Stability,processedfREf) 

10:10 PM 9/20/01 Reviewed by: 


PM3006635905 


Source; https://www.industrydocuments.ucsf.edu/docs/qpcj0001 



Microsoft Excel, Version 97 SR-2 


Covance 7209-105 


Validation of a Method for the Determination of Acetonitrile in Human Exhalate Using Thermal Desorption with GC-NPD 


Sample 

Identification 

Replicate 

Concentration 

(pg/mL) 

Concentration 

Added 

(pg/niL) 

. Percent 
Recovery 
(%) 

Mean 

(%) 

Standard 

Deviation 

(%) 

Relative 

Standard 

Deviation 

(%) 

Reference 

Pagc(s) 

Low QC 0.60()|ig/mL-24/REF 

1 

Il.O 

0 boo 

1830 

2660 

1395.3 

52.5 

V3 


2 

9.03 

0.600 

1510 






3 

17.5 

0.600 

2920 






4 

25.5 

0.600 

4250 






5 

25.9 

0.600 

4320 






6 

6.71 

0.600 

1120 






Low QC 15.0pg/mL-24/REF 

1 

17.3 

15.0 

115 

108 

10.2 9.44 

V3 


2 

16.7 

15.0 

111 





3 

17.5 

15.0 

117 





4 

14.8 

15.0 

98.7 





5 

13 8 

15.0 

92.0 





6 

17 1 

15 0 

114 





I ligh QC 60,Opg/mL-24/REF 

1 

54.4 

60.0 

90.7 

121 

19.8 

164 

V3 


2 

84.6 

60.0 

141 






3 

66.6 

60.0 

III 






4 

71.5 

60.0 

119 






5 

86.6 

60.0 

144 






6 

73.1 

60.0 

122 






NA Not applicable. 


Analyst:_ 

QC val exhalate.xls, Stability,processed(REF) (2) 

10;10 PM 9/20/01 Reviewed by: 


PM3006635906 


Source; https://www.industrydocuments.ucsf.edu/docs/qpcj0001 



Microsoft Excel, Version 97 SR-2 


Covance 7209-105 


Validation of a Method for the Determination of Acetonitrile in Human Exhalate Using Thermal Desorption with GC-NPD 


Relative 


Sample 

Identification 

Replicate 

Concentration 

(pg/mL) 

Concentration 

Added 

(pg/mL) 

Percent 

Recoven’ 

(%) 

Mean 

(%) 

StEindard 

Deviation 

(%) 

Standard 

Deviation 

(%) 

Reference 

Pagc(s) 

l,OD QC 5.00ng/mL-24/REF 

1 

9.30 

.5.00 

186 

183 

22.1 

12 1 

V3 


2 

10.2 

5.00 

204 






3 

7,99 

5.00 

160 





LODQC )O.Op&/mL-24/REF 

4 

12.4 

10.0 

124 

no 

14.0 

12.7 



5 

9.61 

lO.O 

96 1 






6 

11.1 

10.0 

III 





LODQC 15.0pg/niL-24/REF 

1 

18.0 

15.0 

120 

112 

17.4 

15.5 

V3 


2 

13.8 

15 0 

92,0 






3 

18.6 

15.0 

124 






NA Not applicable. 


Analyst:_ 

QC val exhalate.xls. Stability,(REF) (LOD) 

10:10 PM 9/20/01 Reviewed by: 


PM3006635907 


Source; https://www.industrydocuments.ucsf.edu/docs/qpcj0001 



Microsoft Excel, Version 97 SR-2 


Covance 7209-103 


Validation of a Method for the Delerminalion of Acetonitrile in Human Exhalate Using Thermal Desorption with GC-NPD 


Sample 

Identification 

Replicate 

Concentration 

<MR7niL) 

Concentration 

Added 

(pg/mL) 

Percent 

Recovery 

(%) 

Mean 

(%> 

Standard 

Deviation 

(%) 

Relative 

Standard 

Deviation 

(%) 

Reference 

Paee(s) 

LowQC 15.0pg/mL-F/r 

1 

14.2 

1.5.0 

94.7 

87.5 

12.1 

13.8 

V4 


2 

15,6 

15.0 

104 






3 

10.4 

15 0 

69.3 






4 

12.6 

15.0 

84.0 






5 

13.8 

15.0 

92.0 






6 

12.1 

15,0 

80.7 






High QC eO.Op&^niL-FTT 

1 

61.5 

60,0 

103 

103 

4.5 

4.37 

V4 


2 

63.8 

60,0 

106 






3 

56.3 

60,0 

93.8 






4 

62.7 

60.0 

105 






5 

62.8 

60.0 

105 






6 

62 1 

60.0 

104 






NA Not applicable. 


Analyst: __ 

QC val exhalate xls, Stability(Frez,Thaw) 

10:10 PM 9/20/01 Reviewed by: 


PM3006635908 


Source; https://www.industrydocuments.ucsf.edu/docs/qpcj0001 


Microsoft Excel, Version 97 SR-2 


Covance 7209-105 


Validation of a Method for the Determination of Acetonitrile in Human Exhalate Using Thermal Desorption with GC-NPD 


Sample 

IdenliflcatioTi 

Replicate 

Concentration 

(pg/mL) 

Concentration 

Added 

(pg/raL) 

Percent 

Recover)-' 

{%) 

Mean 

(%) 

Standard 

Deviation 

(%) 

Relative 

Standard 

Deviation 

(%) 

Reference 

P3gc(5) 

LOD QC 5.00pg/mL-FA- 

1 

5.89 

5,00 

ns 

111 

18 9 

17,0 

V3 


2 

6.24 

5,00 

125 






3 

4.47 

5.00 

89,4 





LOD QC 10.Opg/mL-F7r 

4 

8,76 

10.0 

87.6 

95.9 

10.7 

112 



5 

9.21 

10.0 

92.1 






6 

10,8 

10.0 

108 





LODQC 15.0pg/mL-F/r 

1 

14.6 

15.0 

97.3 

93.5 

4.0 

4.3 

V3 


2 

14,1 

15.0 

94 0 






3 

13.4 

15.0 

89.3 






NA Not applicable. 


Analyst:_ 

QC val exhalate.xls, StablUty.lFrez.thaw) (LOD) 

10:10 PM 9/20/01 Reviewed by: 


PM3006635909 


Source; https://www.industrydocuments.ucsf.edu/docs/qpcj0001 



Microsoft Excel, Version 97 SR-2 


Covance 7209-103 


Validation of a Method for the Etetermination of Acetonitrile in Human Exhalate Using Thermal Desorption with GC-NPD 


Sample 

Identification 

Replicate 

Concentration 

(pg/mL) 

Concentration 

Added 

(pg/mL) 

Percent 

Recovery 

(%) 

Mean 

(%) 

Standard 

Deviation 

(%) 

Relative 

Standard 

Deviation 

(%) 

Reference 

Page(s) 

Low QC 0.0900|jg/mL-inj 

1 

0.597 

0.600 

99.5 

109 

13.08 

12.0 

V4 


2 

0.706 

0.600 

118 





Low QC l5.0jig/mL-inj 

1 

13.4 

15.0 

89.3 

89.7 

0.49 

0,546 

V4 


2 

13.5 

15.0 

90.0 





High QC 4.00pg/inL-inj 

I 

59.1 

60.0 

98,5 

97,2 

1,91 

1.97 

V4 


2 

57.5 

60.0 

95.8 






0.200pg/niL 6-0432-1 G-inj 1 

0.421 

0.200 

211 

V4 

l.00jig/mL6-0432-lF-mJ 1 

1.29 

1.00 

129 


S.O0pg.'mL 6-0432-1 E-inj 1 

4.66 

5.00 

93.2 


20.0pg/ml. 6-0432-ID-itiJ 1 

18 1 

20.0 

90.5 


50.0pg/mL 6-0432-IC-inj 1 

44.3 

50.0 

88 6 


80. Opg/mL 6-0432-1 B-iiij 1 

70.9 

80.0 

88.6 



NA Not applicable. 


Analyst:_ 

QC val cxhalate.xls. Stability, injector 

10:10 PM 9/20/01 Reviewed by: 


PM3006635910 


Source; https://www.industrydocuments.ucsf.edu/docs/qpcj0001 


Microsoft Excel, Version 97 SR-2 


Covance7209-103 


Validation of a Method for the Determination 

of Acetonitrile in Human Exhalate Using Thermal Desorption with 

GC-NPD 



Covance 

Corrected 

Concentration 

Percent 


Sample 

Log Number 

Concentration Concentration 

Added 

Recovery 

Reference 

Idcntificatjon 

(Test System) 

Replicate (pg/mL) (pg/mL) 

(pg/mL) 

(%) 

Page(s> 


1.00pg/mL6-0432-3C 

NSS 

1 

0.5g5 

NA 

1.00 

58.5 

20.0pg/mL 6-0432-3B 

NSS 

1 

17.0 

NA 

20.0 

85.0 

SO.Opg/inL 6-0432-3A 

NSS 

1 

46.0 

NA 

50.0 

92 

1.00pg/mL6-0432-4C 

SSS 

1 

0755 

NA 

1.00 

75.5 

20.0pg/mL 6-0432-4B 

SSS 

1 

19.5 

NA 

20.0 

97.5 

50.0pg/mL6-0432-4A 

SSS 

1 

52.0 

NA 

50.0 

104 


NA Not applicable. 

SSS Stock. Standard Stability 
NSS New Standard Stability 


QC val exhalate.xls, Std Soln Stabil ity 
10:10 PM 9/20/01 


PM3006635911 


Analyst:_ 

Reviewed by: 


Source; https://www.industrydocuments.ucsf.edu/docs/qpcj0001 



Microsoft Excel, Version 97 SR-2 


Covance 7209-103 


Validation of a Method for the Determination of Acetonitrile in Human Exhalate Using Thermal Desorption with GC-NPD 


Sample 

Bag Volume 

Mean 

Standard 

Deviation 

Relative 

Standard 

Deviation 

Referenci 

Identification 

Replicate (mL) 

(mL) 

(mL) 

(%) 

Page(s) 


TedlarBag 


1 

2 

3 

4 

5 

6 
7 
S 

9 

10 


650 

680 

690 

600 

610 

640 

660 

640 

660 

670 


650 


28.7 4.42 VIO 


Analyst:_ 

QC val exhalate.xls, bag inflation Vol 

10:10 PM 9/20/01 Reviewed by: 


PM3006635912 


Source; https://www.industrydocuments.ucsf.edu/docs/qpcj0001 



Microsoft Excel, Version 97 SR-2 


Covance 7209-105 


Validation of a Method for the Determination of Acetonitrile in Human Exhalate Using Thermal Desorption with GC-NPD 


Sampl e C on centra t i on 


Identification 

Replicate 

(HE/mL) 

Low QC 20.0pg/niL 

1 

1,01 


2 

1.14 

Low QC 20.0pg/mL 

3 

10.1 


4 

10.8 


5 

IS 8 


6 

14 4 


Medium QC 30.0pg/mL 

1 

38.0 


2 

42,9 


3 

39.6 


4 

39.7 


5 

38,2 


6 

11.3 


High QC 60,0^lg/mL 

1 

77,0 


2 

71.9 


3 

73.0 


4 

64.3 


5 

66,3 


6 

65.0 


Corrected Concentration l^erconl 

Concentration Added Recover)' 

_ (%) 


0.5 20.0 2.36 

0,6 20.0 3,01 

9 6 20.0 47.8 

10.3 20.0 SI.5 

15 3 20.0 76.5 

13 9 20,0 69.5 

37.5 60.0 62.5 

42.4 60.0 70 7 

39.1 60,0 65,2 

39.2 60.0 65.3 

37.7 60.0 62 8 

10.8 60,0 18 

76.5 100 76.5 

71.4 100 71,4 

72 5 100 72.5 

63.8 100 63.8 

65.8 100 65.8 

64.5 100 64.5 


Relative 
Standard Standard 


Mean 

Deviation 

Deviation 

Reference 

(%) 

(%) 

(%) 

Page(s) 

41.8 

32 1 

76.8 

VI 

61.3 

13.9 

22,7 



65.3 3.30 5 1 V] 


69.1 5.13 7.42 VI 


Hide this row 


0 538 

Control 

1 

0200 


2 

0.200 


3 

1.01 


4 

1.14 


5 

0.200 


6 

0.479 


NA Not applicable. 

a Concentration is corrected for mean level detected in the blood matrix blank ( 0.538 pg/mL). 


Analyst:_ 

QC val exhalate.xls, bag efficiency 

K): 10 PM 9/20/01 Reviewed by: 


PM3006635913 


Source; https://www.industrydocuments.ucsf.edu/docs/qpcj0001 



